LYFGENIA- lovotibeglogene autotemcel suspension
bluebird bio, Inc.

lovotibeglogene autotemcel

lyfgenia-

Suspension for IV infusion 3 3
NDC73554-1111-1

20 mL containing 1.7 to 20 x 10° cells/mL
(1.4 to 20 x 10° CD34+ cells/mL)

For autologous use only. For intravenous use only. Rx only.

Contains genetically modified autologous hematopoietic stem cells
suspended in cryopreservation solution containing 5% DMSO.

Keep infusion bag(s) in the metal cassette(s). Store in the vapor phase of
liquid nitrogen at < -140°C until ready for thaw and administration. Once
thawed do not re-freeze.

See full prescribing information for dosage and administration.
Do not irradiate. Do not use an in-line blood filter or infusion pump.
Not evaluated for infectious substances. No preservatives.

See Lot Information Sheet for number of infusion bags and CD34+ cells
per kg for this patient. Dispense with Medication Guide.
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LYFGENIA

lovotibeglogene autotemcel suspension

Product Information

Product Type CELLULAR THERAPY Item Code (Source) NDC:73554-1111
Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LOVOTIBEGLOGENE AUTOTEMCEL (UNII: 2C6A9NH2Z 8) (LOVOTIBEGLOGENE LOVOTIBEGLOGENE 20000000
AUTOTEMCEL - UNII:2C6A9NH2Z 8) AUTOTEMCEL in 20 mL

Inactive Ingredients

Ingredient Name Strength
CRYOSTOR CS5 (UNIl: 2UT2KB9SRE)

Packaging
# [Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:73554- 1 mLin 1 BAG; Type 0: Not a Combination
1111-1 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA125788 12/08/2023
Labeler - bluebird bio, Inc. (969116102)
Establishment
Name Address ID/FEI Business Operations
Minaris Regenerative Medicine, LLC 117721509 manufacture(73554-1111)

Revised: 12/2023 bluebird bio, Inc.



